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2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70. 16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of. 



sheets. 



This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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L Basis of the report 



1. With regard to the elements of the international application:* 
I I the international application as origuially filed 
the description: 



1-63 



, as originally filed 



64-65 



, filed with the demand 



, filed with the letter of 18 March 2005 (18.03.2005) 



the claims: 



pages 



1,2,4, and 3 (letter 18.03.2005) 



, as originally filed 

_ , as amended (together with any statement under Article 19 
, filed with the demand 



filed with the letter of 10 March 2005 (10.03.2005) 



the drawings: 

pages 

pages 

pages 



1-13 



, as originally filed 

, filed with the demand 



filed with the letter of 



the sequence listing part of the description: 
pages 



1-61 



. , as originally filed 
. , filed with the demand 



filed with the letter of 19 August 2004 (19.08.2004) 



^' th'illitem^nn^!^^^^ all the elements marked above were available or furnished to this Authority in the language in which 

the mtemaUonal application was filed, unless otherwise indicated under this item. 

ITiese elements were available or fomished to this Authority in the following language which is: 

LJ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
— language of publication of the international application (under Rule 48.3(b)). 

trSSsf^^^ translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 

With regard to any nucleotide and/or amino acid sequence disclosed in the international aoDlication the international 
prehminaiy examination was carried out on the basis ofthe sequence listing' "lauonai appncauon, me miemationai 

contained in the international ^plication in written form, 
n filed together with the international plication in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable fom is identical to the written sequence listing has 
been furnished. 



□ 



The amendments have resulted in the cancellation of: 
the description, pages 

13 the claims, Nos. 26-28 

the drawings, sheets^g 



5 □ Jhis established as if (some of) the amendments had not been made, since th«!y have been considered to go 

' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c))** «wnwaerwi w go 

* ^ST^o' ^i''^ '^"^T^ "» <^ i»^««»on under Article 14 are referred to 
md 70.17) '^^h' filed" and are not annexed to this report since they do not contain amendments (Rile 70.16 

** Any replacement sheet containing such amendments must be referred to under item 1 andannexedto this report. 
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V. Reasooed statement under Article 35(2) with regard to novelty. Inventive step c 
citations and explanations supporting such statement 


»r industrial applicability; 


1. Statement 



Novell (N) 



Inventive step (IS) 



Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-19, 23-25 



20-22 



1-19, 23-25 



20-22 



1-25 



YES 
NO 
YES 
NO 

YES 
NO 



Citations and explanations 
1. 



The present application states on page 1 of the 
description that it relates to a mutated nucleic acid 
sequence which codes for a variant of human YYl. 
However, the variant of YYl disclosed in the present 
application is a variant of YYl from the rat (SEQ ID 
NO. 3 and 4) . A variant of hximan YYl is neither 
disclosed nor claimed. 



2. Claim 11 relates to a method for determining the 
tendency to contract type 1 diabetes on the basis of 
mutations of human YYl (SEQ ID NO. 6) . However, it 
is not clear from the description which mutations of 
YYl are responsible for said tendency; it is merely 
stated that sequence variations of YYl are ejcpected 
(see page 30, third paragraph) . In addition, the 
description indicates that the expression profile of 
a type 1 diabetic is individual (see page 30, fourth 
paragraph to page 31, first paragraph) . A person 
skilled in the art would not be able to carry out 
said method on the basis of this information, because 
he would not know to which imitations he would have to 
refer in order to obtain clear evidence of a tendency 
to contract type 1 diabetes (PCT Article 5) . 

3. Claim 20 relates to a transgenic animal which 
contains DNA that codes for a protein with the 

sequence SEQ ID NO. 2. It is not clear from the data 
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currently available in the description to what extent 
an animal of this kind differs from the known BB/OK 
rat, which contains this sequence naturally, if the 
claimed transgenic animal were to have the same DNA 
as the BB/OK rat, that is, if, for example, no vector 
DNA of any kind were additionally present in the 
transgenic animal to enable a distinction to be drawn 
between these two animals, the transgenic animal 
would not be considered novel (PCT Article 33(2)) . 

In relation to the cited prior art and in the light 
of the foregoing observations, the present invention 
may be said to meet the PCT requirements for novelty 
and inventive step (PCT Article 33(1) to (3)). 
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